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capacity of 300 megawatts (MW); (7) a
tailrace channel; (8) a 100-mile-long,
230-kV transmission line from the
switchyard to PGE’s Bethel Substation;
(9) a 10.5-mile-long, 12.5-kV
transmission line from the switchyard to
the Reregulating Dam; and (10) other
appurtenances.

The Pelton Development consists of:
(1) the 204-foot-high, 636-foot-long thin-
arch variable-radius reinforced concrete
Pelton Dam with a crest elevation 1,585
feet msl; (2) a reinforced concrete
spillway on the left bank with a crest
elevation of 1,558 feet msl; (3) Lake
Simtustus with a gross storage capacity
of 31,000 acre-feet and a normal
maximum surface area of 540 acres at
normal maximum water surface
elevation of 1,580 feet msl; (4) an intake
structure at the dam; (5) three 16-foot-
diameter penstocks, 107 feet long, 116
feet long, and 108 feet long,
respectively; (6) a powerhouse with
three turbine generator units with a total
installed capacity of 108 MW; (7) a
tailrace channel; (8) a 7.9-mile-long,
230-kV transmission line from the
powerhouse to the Round Butte
switchyard; and (9) other
appurtenances.

The Reregulating Development
consists of: (1) the 88-foot-high, 1,067-
foot-long concrete gravity and
impervious core rockfilled Reregulating
Dam with a spillway crest elevation of
1,402 feet msl; (2) a reservoir with a
gross storage capacity of 3,500 acre feet
and a normal maximum water surface
area of 190 acres at normal maximum
water surface elevation of 1,435 feet
msl; (3) a powerhouse at the dam
containing a 18.9-MW turbine generator
unit; (4) a tailrace channel; (5) a 3.2-
mile-long, 69-kV transmission line from
the development to the Warm Springs
Substation; and (6) other appurtenances.

n. Copies of the applications are
available for inspection and
reproduction at the Commission’s
Public Reference Room, located at 888
First Street, NE, Room 2A, Washington,
D.C. 20426, or by calling (202) 208–
1371. The applications may be viewed
on http://www.ferc.fed.us/rims.htm
(call (202) 208–2222 for assistance).
Copies are also available for inspection
and reproduction at the addresses in
items h and i above.

o. With this notice, we are initiating
consultation with the State Historic
Preservation Officer as required by
§ 106, National Historic Preservation
Act, and the regulations of the Advisory

Council on Historic Preservation, 36
CFR at § 800.4.
David P. Boergers,
Secretary.
[FR Doc. 99–34036 Filed 12–30–99; 8:45 am]

BILLING CODE 6717–01–M

ENVIRONMENTAL PROTECTION
AGENCY

[FRL–6518–6]

Microbial and Disinfectants/
Disinfection Byproducts Advisory
Committee; Notice of Meetings

AGENCY: Environmental Protection
Agency.

ACTION: Notice of meetings.

SUMMARY: Under section 10(a)(2) of
Public Law 920423, ‘‘The Federal
Advisory Committee Act,’’ notice is
hereby given of a series of meetings of
the Microbial and Disinfectants/
Disinfection Byproducts Advisory
Committee established under the Safe
Drinking Water Act, as amended (42
U.S.C. S300f et seq.). All meetings are
scheduled from 9:00 a.m. to 5:00 p.m.
eastern time, and will be held at
RESOLVE, Inc., 1255 23rd Street, NW,
Suite 275 Washington DC 20037. The
meetings are open to the public, but due
to past experience, seating will be
limited.

The meetings are scheduled for:
February 16–17, to discuss Rule options;
microbial/DBP health risks,
technologies and costs; March 29–30, to
discuss Rule options; microbial/DBP
health risks, technologies and costs; and
April 18–19, to discuss draft Agreement
in Principle.

Statements from the public will be
taken if time permits.

For more information, please contact
Martha M. Kucera, Designated Federal
Officer, Microbial Disinfectants/Disinfection
Byproducts Advisory Committee, U.S. EPA,
Office of Ground Water and Drinking Water,
Mailcode 4607, 401 M Street, SW,
Washington, D.C. 20460. The telephone
number is 202–260–7773 or E-mail
kucera.martha@epamail.epa.gov.

Dated: December 16, 1999.

Cynthia C. Dougherty,
Director, Office of Ground Water and Drinking
Water.
[FR Doc. 99–34055 Filed 12–30–99; 8:45 am]

BILLING CODE 6560–50–P

FEDERAL RESERVE SYSTEM

Sunshine Act Meeting

AGENCY HOLDING THE MEETING: Board of
Governors of the Federal Reserve
System.
TIME AND DATE: 10:00 a.m., Wednesday,
January 5, 2000.
PLACE: Marriner S. Eccles Federal
Reserve Board Building, 20th and C
Streets, N.W., Washington, D.C. 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED:

1. Personnel actions (appointments,
promotions, assignments,
reassignments, and salary actions)
involving individual Federal Reserve
System employees.

2. Any matters carried forward from a
previously announced meeting.
CONTACT PERSON FOR MORE INFORMATION:
Lynn S. Fox, Assistant to the Board;
202–452–3204.
SUPPLEMENTARY INFORMATION: You may
call 202–452–3206 beginning at
approximately 5 p.m. two business days
before the meeting for a recorded
announcement of bank and bank
holding company applications
scheduled for the meeting; or you may
contact the Board’s Web site at http://
www.federalreserve.gov for an
electronic announcement that not only
lists applications, but also indicates
procedural and other information about
the meeting.

Dated: December 29, 1999.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 99–34067 Filed 12–29–99; 12 pm]
BILLING CODE 6210–01–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

General and Plastic Surgery Devices
Panel of the Medical Devices Advisory
Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of Committee: General and
Plastic Surgery Devices Panel of the
Medical Devices Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA’s regulatory issues.
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Date and Time: The meeting will be
held on January 12, 2000, 10 a.m. to 5
p.m.

Location: Corporate Bldg., conference
room 020B, 9200 Corporate Blvd.,
Rockville, MD.

Contact Person: David Krause, Center
for Devices and Radiological Health
(HFZ–410), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301–594–3090,
ext. 141, or FDA Advisory Committee
Information Line, 1–800–741–8138
(301–443–0572 in the Washington, DC
area), code 12519. Please call the
Information Line or access the Internet
address of http://www.fda.gov/cdrh/
panelmtg.html for up-to-date
information on this meeting.

Agenda: The committee will discuss,
make recommendations, and vote on a
premarket approval application for an
Absorbable Adhesion Barrier Device.

Procedure: On January 12, 2000, from
10:30 a.m. to 5 p.m. the meeting is open
to the public. Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by December 29, 1999. Oral
presentations from the public will be
scheduled between approximately 11
a.m. and 11:30 a.m., and between
approximately 3 p.m. and 3:30 p.m.
Time allotted for each presentation may
be limited. Those desiring to make
formal oral presentations should notify
the contact person before January 5,
1999, and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation.

Closed Committee Deliberations: On
January 12, 2000, from 10 a.m. to 10:30
a.m., the meeting will be closed to
permit FDA to present to the committee
trade secret and/or confidential
commercial information (5 U.S.C.
552b(c)(4)) relating to pending issues
and applications.

FDA regrets that it was unable to
publish this notice 15 days prior to the
January 12, 2000, General and Plastic
Surgery Devices Panel of the Medical
Devices Advisory Committee meeting.
Because the agency believes there is
some urgency to bring these issues to
public discussion and qualified
members of the General and Plastic
Surgery Devices Panel of the Medical
Devices Advisory Committee meeting
were available at this time, the
Commissioner of Food and Drugs
concluded that it was in the public
interest to hold this meeting even if

there was not sufficient time for the
customary 15-day public notice.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C., app. 2).

Dated: December 21, 1999.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 99–34068 Filed 12–29–99; 2:12 pm]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 99D–5046]

Draft ‘‘Guidance for Industry: Changes
to an Approved Application: Biological
Products: Human Blood and Blood
Components Intended for Transfusion
or for Further Manufacture;’’
Availability

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance
document entitled ‘‘Guidance for
Industry: Changes to an Approved
Application: Biological Products:
Human Blood and Blood Components
Intended for Transfusion or for Further
Manufacture.’’ The draft guidance
document applies to the manufacture of
all licensed Whole Blood, blood
components, Source Plasma, and Source
Leukocytes. The draft guidance
document, when finalized, is intended
to assist manufacturers in determining
which reporting mechanism is
appropriate for a change to an approved
license application for Whole Blood,
blood components, Source Plasma, and
Source Leukocytes.
DATES: Submit written comments at any
time, however, comments should be
submitted by April 3, 2000, to ensure
their adequate consideration in
preparation of the final document.
ADDRESSES: Submit written requests for
single copies of ‘‘Guidance for Industry:
Changes to an Approved Application:
Biological Products: Human Blood and
Blood Components Intended for
Transfusion or for Further Manufacture’’
to the Office of Communication,
Training, and Manufacturers Assistance
(HFM–40), Center for Biologics
Evaluation and Research (CBER), Food
and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852–
1448. Send one self-addressed adhesive
label to assist the office in processing
your requests. The document may also

be obtained by mail by calling the CBER
Voice Information System at 1–800–
835–4709 or 301–827–1800, or by fax by
calling the FAX Information System at
1–888–CBER–FAX or 301–827–3844.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the draft
guidance document.

Submit written comments on the
document to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Valerie A. Butler, Center for Biologics
Evaluation and Research (HFM–17),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852–
1448, 301–827–6210.
SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft guidance document entitled
‘‘Guidance for Industry: Changes to an
Approved Application: Biological
Products: Human Blood and Blood
Components Intended for Transfusion
or for Further Manufacture.’’ The draft
guidance document is intended to assist
licensed manufacturers in determining
which reporting mechanism is
appropriate for a change to an approved
license application for Whole Blood,
blood components, Source Plasma, and
Source Leukocytes. Recommendations
are provided for postapproval changes
in product, labeling, production
process, quality controls, equipment,
and facilities.

In the Federal Register of July 24,
1997 (62 FR 39890), FDA published the
final rule entitled ‘‘Changes to an
Approved Application.’’ The final rule
amended the biologics regulations in
§ 601.12 (21 CFR 601.12) to reduce
unnecessary reporting burdens on
applicants licensed to manufacture
biological products under the Public
Health Service Act. Under § 601.12, a
change to an approved product,
labeling, production process, quality
controls, equipment, or facilities is
required to be reported to FDA in the
following manner: (1) A supplement
requiring approval prior to distribution;
(2) a supplement submitted at least 30
days prior to distribution of the product
made using the change; or (3) an annual
report, depending on its potential to
have an adverse effect on the identity,
strength, quality, purity, or potency of
the biological product as they may relate
to the safety or effectiveness of the
product. In addition, FDA made
available a guidance document entitled
‘‘Guidance for Industry: Changes to an
Approved Application: Biological
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